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The MAILING DATE of this communicatio n .per? 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR RE°LY V 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CF; . 1 . 1 3o 
after SIX (6) MONTHS from the mailing date of this comnuinicfiiiun. 
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- Failure to reply within the set or extended period for reply will, lr . .. . o, 

- Any reply received by the Office later than three months after tlu: i ..i ..m rj th 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)E3 Responsive to communication(s) filed or lAt^ 
2a)D This action is FINAL. 2b)f " > 

3) D Since this application is in condit ; on for ' »n 

closed in accordance with the practice w 5 
Disposition of Claims 

4) S Claim(s) 1-13 is/are pending in the app'v ; on. 

4a) Of the above claim(s) is/are v : 

5) D Claim(s) is/are allowed. 

6) f3 Claim(s) 1-13 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction 

Application Papers 

9) D The specification is objected to by the Ex r. 

10) D The drawing(s) filed on is/are: a)C - ^ 

Applicant may not request that any objectir . t'e 

11) D The proposed drawing correction .ilecJ on _ L 

If approved, corrected drawings are require ily 

12) D The oath or declaration is objected to by i at, 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a c im fo r ' 

a)DAII b)D Some*c)n None c*: 
lO Certified copies of the prior' y doc 

2. D Certified copies of the prioiity doer 

3. D Copies of the certified co; * - s of 

application from the lot lu^ 
* See the attached detailed Office z\ on fc 

14) D Acknowledgment is made of a clr: for d 

a) D The translation of the forei^: Cnj .;; ■ 

15) D Acknowledgment is made of a cl ^ for 

Attachment(s) 
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Claim Rejections - 35 USC §112 



The following is a quotation of the first paragraph of 35 U.SC 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-11 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a membrane segment, does not reasonably 
provide enablement for a membrane segment which is not permeable to surface active 
phospholipids and a pore structure which causes the membrane to interact with 
hyaluronate and surface active phospholipid molecules. The specification does not 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 
The specification discloses a semipermeable membrane but fails to disclose the 
structure or known membrane which allows the membrane to function as claimed. 
Clearly, semi permeable membranes are well known. Examiner believes that semi 
permeable membranes that are selective to low molecular weight nutrients could be 
known in the art as being dependent on the pore size or polar nature of the of the 
material. However, it is not clear from the specification that a membrane selective to 
omit surface active phospholipids is readily known in the art. Therefor with the 
specification lacking in the descriptive nature of the membrane, it is not clear if one with 
ordinary skill in the art could make and use this invention. 
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The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 as worded is confusing. It is not clear what applicant intends to be the 
metes and bounds of the claim. Is applicant attempting to positively claim a packaged 
membrane segement. 

Recitation of "is suited in all respect for implantation" is indefinite. The scope of 
"in all respect" is not readily apparent. Nor is the limitation properly supported by the 
specification. 

Step c is redundant to the same limitation as previously set forth in line 4 of the 

claim. 

Claim 2 is indefinite. The preamble of claim 1 is directed to a membrane 
segment and claim 2 is directed to either a method of securing the membrane to a 
scaffold or the combination of the scaffold and the membrane. In either case, the scope 
of the claim is beyond the metes and bounds of the preamble of claim 1 . 

Claim 3 is indefinite. It is not clear what encompasses the limitation "designed to 
be trimmed and secured directly onto". 

Claim 8 is indefinite. It is not clear what encompasses the step of a "surface 
treatment... in a manner". 
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Claim 9, is indefinite for failing to set forth steps to support the method of 
repairing. 

Claim 12, see rejection as outlined in claim 1 supra. There is no support in the 
specification for the limitation of compounds having MW greater than 5000 daltons. 

Claim 13 fails to set forth a transition phrases that sets up the body of the claim. 
Therefore, "wherein" should be replaced by -comprising--. Moreover, the claims fail to 
positively claim the matrix in the body of the claim. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another f; led in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-4,7-13 are rejected under 35 U.S.C. 102(e) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Pachence, et al (6080194). 

Claims 1-8 are directed to a membra rv. Examiner has interpreted the claims as 
being directed to the membrane and not to ; , y combination of the membrane with 
associated packaging. 

Pachence, et al discloses a collagen : lembrane that is used in combination with 
a matrix to repair cartilage defent. The me' I rane allows movement of fluids, nutrients, 
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cytokines and other factors required for regeneration. Since the membrane is similar in 
nature to that as disclosed by applicant, examiner maintains that the membrane of 
Pachence, et al will function in a manner similar to that as claimed by applicant, 
including the non-permeability to phospholipids. 

The membrane of Pachence, et al is used for in vivo applications. The 
membrane is planar and therefor has two surfaces, one for placement with a condyle 
and the other to be exposed as an articulating surface. The surface of the collagen 
membrane has an average pore sizes greater than 100 microns for growth of 
chondrocytes thereof and the membrane itself has a thickness of 50-200 microns. 
Applicant's specification is lacking to the particulars of the membrane that is specific for 
the function directed to hyaluronate and phospolipid molecules interaction. The claim 
stand rejected over Pachence, et al since it appears that the material and function of 
Pachence, etal would inherently sustain similar interaction with hyaluronate and 
phospolipids. 

Claim 2, see the combination of the collagen matrix and the membrane of 
Pachence, et al (Examples 1-4). 

Claim 3, the material of the membrane of Pachence, et al can be trimmed. 

Claim 4, see example 2. 

Claim 7, see example 3, 4 th paragraph. 

Claim 8, see membrane thickness in column 4, lines 44+. 
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Claim 9 is directed to a method for implanting the membrane of claim 1 . The 
claim only contains one active step including implanting the membrane onto a defect. 
This step is clearly disclosed by Pachence, et al. See figure 4. 

Claims 1 0 and 1 1 , see example 4. 

Claim 12 fails to distinguish over the membrane of Pachence, et al. 
Claim 13 fails to distinguish over the matrix of Pachence, et al. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U S C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though , le invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences betwr en ;he subject matter sought to be patented and 
the prior art are such that the subject matter a/ a whole v:.uld have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by inn^r in wh jh the invention was made. 

Claims 5 and 6 are rejected un 35 U S C. 103(a) as being unpatentable over 
Pachence, et al as applied to claim 1 ;« . ove and fu t .er in view of Moya (5629084). 

The use of hydrophilic materia. . the manufacturing of membranes is known to 
be old as taught by Moya. To use a hy rop lie meu'jrane in place of the collagen 
membrane of Pachence, et al in order \: inc .ase t; i hydrophilic nature of the collagen 
membrane for more selective fluid pc ^sat ;;ty therethrough would have been obvious 
from the teachings of Moya. 

Any inquiry concerning this co iion c earlier communications from the 

examiner should be directed to DAVIL !S/ > ,£Lla nose telephone number is 703- 
308-3060. The examiner can normal!- ranched ' f MONDAY-FRIDAY. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, CORRINE MCDERMOTT an be reached on 703-308-2111. The fax 
phone numbers for the organization wh^re this application or proceeding is assigned 
are 703-305-3579 for regular communications and 733-305-3580 for After Final 
communications. 

Any inquiry of a general nature c, relating to t ie status of this application or 
proceeding should be directed to the • api jnisl wi cse telephone number is 703-308- 
0858. r\ a 



rANAljbwSABELLA 
; rimary Examiner 
Art Unit 3738 




dji 

May 27, 2003 



